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PHARMACIST-DETACH HERE AND GIVE INSTRUCTIONS TO PATIENT

PATIENT INFORMATION

LEXIVA®
(lex-EE-vah)
(fosamprenavir calcium) Tablets

Read the Patient Information that comes with LEXIV A before you start taking it and each time you get
a refill. There may be new information. This information does not take the place of talking with your
healthcare provider about your medical condition or treatment. It is important to remain under a
healthcare provider's care while taking LEXIVA. Do not change or stop treatment without first
talking with your healthcare provider. Talk to your healthcare provider or pharmacist if you have
any questions about LEXIVA.

What is the most important information | should know about LEXIVA?

LEXIVA can cause dangerous and life-threatening interactions if taken with certain other
medicines. Tell your healthcare provider about all the medicinesyou take, including prescription
and nonprescription medicines, vitamins, and herbal supplements.

e Some medicines cannot be taken at all with LEXIVA.

e Some medicines will require dose changes if taken with LEXIVA.
e Some medicines will require close monitoring if you take them with LEXIVA.

Know all the medicines you take, including prescription and nonprescription medicines, vitamins
and herbal supplements. Keep a list of the medicines you take. Show this list to all your healthcare
providers and pharmacists anytime you get a new medicine or refill. Your healthcare providers and
pharmacists must know all the medicines you take. They will tell you if you can take other medicines
with LEXIVA. Do not start any new medicines while you aretaking LEXIVA without talking
with your healthcare provider or pharmacist. You can ask your healthcare provider or pharmacist
for a list of medicines that can interact with LEXIVA.

What is LEXIVA?

LEXIVA is a medicine you take by mouth to treat HIV infection. HIV is the virus that causes AIDS
(acquired immune deficiency syndrome.) LEXIV A belongs to a class of anti-HIV medicines called
protease inhibitors. LEXIVA is always used with other anti-HIV medicines. When used in
combination therapy, LEXIVA may help lower the amount of HIV found in your blood, raise CD4+
(T) cell counts, and keep your immune system as healthy as possible, so it can help fight infection.
However, LEXIVA does not work in all patients with HIV.

LEXIVA doesnot:
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cure HIV infection or AIDS. We do not know if LEXIVA will help you live longer or have fewer
of the medical problems (opportunistic infections) that people get with HIV or AIDS.
Opportunistic infections are infections that develop because the immune system is weak. Some of
these conditions are pneumonia, herpes virus infections, and Mycobacterium avium complex
(MAC) infections. It isvery important that you see your healthcare provider regularly while
you aretaking LEXIVA. The long-term effects of LEXIVA are not known.

lower the risk of passing HIV to other people through sexual contact, sharing needles, or being
exposed to your blood. For your health and the health of others, it is important to always practice
safer sex by using a latex or polyurethane condom to lower the chance of sexual contact with
semen, vaginal secretions, or blood. Never use or share dirty needles.

LEXIVA has not been fully studied in children under the age of 18 or in adults over the age of 65.

Who should not take LEXIVA?

Do not take LEXIVA Tabletsif you:

are taking certain other medicines. Read the section “What isthe most important information |

should know about LEXIVA?" Do not take the following medicines* with LEXIVA. You could

develop serious or life-threatening problems.

e HALCION® (triazolam; used for insomnia)

e Ergot medicines: dihydroergotamine, ergonovine, ergotamine, and methylergonovine such as
CAFERGOT®, MIGRANAL®, D.H.E. 45%, ergotrate maleate, METHERGINE®, and others
(used for migraine headaches)

e PROPULSID® (cisapride), used for certain stomach problems

e VERSED® (midazolam), used for sedation

e ORAP® (pimozide), used for Tourette’s disorder

Do not take the following medicines if you are taking LEXIVA and NORVIR® (ritonavir)
together. You could develop serious or life-threatening problems.

e TAMBOCOR" (flecainide), used for certain abnormal heart rhythms

e RYTHMOL® (propafenone), used for certain abnormal heart rhythms

areallergicto LEXIVA or any of itsingredients. The active ingredient is fosamprenavir
calcium. See the end of this leaflet for a list of all the ingredients in LEXIVA.
areallergic to AGENERASE® (amprenavir).

Y ou should not take AGENERASE (amprenavir) and LEXIVA at the sametime.

Before taking LEXIVA, tell your healthcare provider about all your medical conditions
including if you:

are pregnant or planning to become pregnant. It isnot known if LEXIVA can harm your
unborn baby. You and your healthcare provider will need to decide if LEXIVA isright for
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you. If you use LEXIVA whileyou are pregnant, talk to your healthcare provider about how
you can beon the Antiretroviral Pregnancy Registry.

e arebreastfeeding. You should not breastfeed if you are HIV-positive because of the chance of
passing the HIV virus to your baby through your milk. Also, it is not known if LEXIVA can pass
into your breast milk and if it can harm your baby. If you are a woman who has or will have a
baby, talk with your healthcare provider about the best way to feed your baby.

e haveliver problems. You may be given a lower dose of LEXIVA or LEXIVA may not be right
for you.

e havekidney problems

e havediabetes. You may need dose changes in your insulin or other diabetes medicines.

e have hemophilia

e areallergicto sulfa medicines

Beforetaking LEXIVA, tell your healthcare provider about all the medicinesyou take, including
prescription and nonprescription medicines, vitamins, and herbal supplements. LEXIVA can
cause dangerous and life-threatening interactionsif taken with certain other medicines. You may
need dose changes in some of your medicines or closer monitoring with some medicines if you also
take LEXIVA (see “What isthe most important information | should know about LEXIVA.”).
Know all the medicinesthat you take and keep alist of them with you to show healthcare
providers and phar macists.

Women who use birth control pills should choose a different kind of contraception. The use of
LEXIVA with NORVIR (ritonavir) in combination with birth control pills may be har mful to
your liver. Theuse of LEXIVA with or without NORVIR may decr ease the effectiveness of birth
control pills. Talk to your healthcare provider about choosing an effective contraceptive.

How should | take LEXIVA?

e Take LEXIVA Tablets exactly as your healthcare provider prescribed.

e Donot take moreor lessthan your prescribed dose of LEXIVA Tabletsat any onetime. Do
not change your dose or stop taking LEXIVA without talking with your healthcare provider.

e You can take LEXIVA Tablets with or without food.

e  When your supply of LEXIVA or other anti-HIV medicine starts to run low, get more from your
healthcare provider or pharmacy. The amount of HIV virus in your blood may increase if one or
more of the medicines are stopped, even for a short time.

e Stay under the care of a healthcare provider while using LEXIVA.

e [t is important that you do not miss any doses. If you miss a dose of LEXIVA by more than
4 hours, wait and take the next dose at the regular time. However, if you miss a dose by fewer than
4 hours, take your missed dose right away. Then take your next dose at the regular time.

e [f you take too much LEXIVA, call your healthcare provider or poison control center right away.

What should | avoid while taking LEXIVA?
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Do not use certain medicineswhile you aretaking LEXIVA. See “What is the most important
information I should know about LEXIVA" and "Who should not take LEXIVA?”

Do not breastfeed. See “Beforetaking LEXIVA, tell your healthcare provider”. Talk with
your healthcare provider about the best way to feed your baby.

Avoid doing thingsthat can spread HIV infection since LEXIVA doesn't stop you from passing
the HIV infection to others.

Do not share needles or other injection equipment.

Do not share personal itemsthat can have blood or body fluids on them, like toothbrushes or
razor blades.

Do not have any kind of sex without protection. Always practice safer sex by using a latex or
polyurethane condom to lower the chance of sexual contact with semen, vaginal secretions, or
blood.

What are the possible side effects of LEXIVA?

LEXIVA may cause the following side effects:

skin rash. Skin rashes, some with itching, have happened in patients taking LEXIVA. Tell your
healthcare provider if you get a rash after starting LEXIVA.

diabetes and high blood sugar (hyperglycemia). Some patients had diabetes before taking
LEXIVA while others did not. Some patients may need changes in their diabetes medicine. Others
may need a new diabetes medicine.

increased bleeding problemsin some patients with hemophilia.

wor se liver disease. Patients with liver problems, including hepatitis B or C, are more likely to get
worse liver disease when they take anti-HIV medicines like LEXIVA.

changesin blood tests. Some people have changes in blood tests while taking LEXIVA. These
include increases seen in liver function tests and blood fat levels, and decreases in white blood
cells. Your healthcare provider may do regular blood tests to see if LEXIVA is affecting your
body.

changesin body fat. These changes have happened in patients taking antiretroviral medicines like
LEXIVA. The changes may include an increased amount of fat in the upper back and neck
("buffalo hump"), breast, and around the trunk. Loss of fat from the legs, arms, and face may also
happen. The cause and long-term health effects of these conditions are not known at this time.

Common side effects of LEXIV A are nausea, vomiting, and diarrhea. Tell your healthcare provider
about any side effectsthat bother you or that won't go away.

Thislist of side effects of LEXIVA isnot complete. For more information, ask your healthcare
provider or pharmacist.

How should | store LEXIVA Tablets?

Store LEXIV A Tablets at room temperature between 59° and 86°F (15° to 30°C). Keep the
container tightly closed.
Keep LEXIVA and all medicinesout of the reach of children.
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¢ Do not keep medicine that is out of date or that you no longer need. Be sure that if you throw any
medicine away, it is out of the reach of children.

General information about LEXIVA

Medicines are sometimes prescribed for conditions that are not mentioned in patient information
leaflets. Do not use LEXIVA for a condition for which it was not prescribed. Do not give LEXIVA to
other people, even if they have the same symptoms you have. It may harm them.

This leaflet summarizes the most important information about LEXIVA. If you would like more
information, talk with your healthcare provider. You can ask your pharmacist or healthcare provider
for information about LEXIVA that is written for health professionals. For more information you can
call toll-free 888-825-5249 or visit www.LEXIVA.com.

What are the ingredients in LEXIVA?

Active Ingredient: fosamprenavir calcium.

I nactive Ingredients:. colloidal silicon dioxide, croscarmellose sodium, magnesium stearate,
microcrystalline cellulose, and povidone K30. The tablet film-coating contains the inactive ingredients
hypromellose, iron oxide red, titanium dioxide, and triacetin.

LEXIVA Tablets, 700 mg, are pink in color and are capsule-shaped, with the letters “GX LL7” printed
on one side of the tablet.

R only

LEXIVA is a registered trademark of GlaxoSmithKline.
*The brands listed are trademarks of their respective owners and are not trademarks of

GlaxoSmithKline. The makers of these brands are not affiliated with and do not endorse
GlaxoSmithKline or its products.
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